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REMARKS/ARGUMENTS 

Claims 1-7 are pending herein. Claims 1, 3, 4 and 5 have been rewritten to 
correct matters of form and for clarification purposes. New claim 7 has been added as 
supported, for example, by paragraph [0128] of the substitute specification filed on 
January 24, 2005. Applicant respectfully submits that no new matter has been added. 

1 . Claims 1 -6 were rejected under § 1 03(a) over the combined disclosures of the 
Ying recipe for rice pudding, Carlsson (U.S. Patent No. 5,716,639) and the Kabushiki 
article. Applicant respectfully traverses this rejection. 

Independent claim 1 recites a semi-solid enteral nutrition product for enteral 
administration directly to a stomach or intestines of a dysphagia patient from an 
external container connected to an external portion of a feeding tube provided through 
a through-hole of a stoma formed through a portion of the abdominal and stomach 
walls of the patient upon the application of pressure to the external container. The 
semi-solid enteral nutrition product comprises a semi-solid material having a 
substantially self-supporting consistency that deforms to flow under an externally 
applied load without liquefying and that is capable of containing a higher 
concentration of a nutrient component than a liquid. The semi-solid material 
comprises a mixture of a liquid nutrient solution and a semi-solidifying agent 
comprising one of agar and a whole egg that is added to the liquid nutrient solution. 
The mixture comprises the semi-solidifying agent and the liquid nutrient solution in a 
predetermined ratio sufficient to ensure that the self-supporting consistency of the 
semi-solid enteral nutrition product remains substantially unchanged before, during, 
and after enteral administration of the semi-solid enteral nutrition product into the 
patient, and the self-supporting consistency of the semi-solid enteral nutrition product 
is further maintained within the stomach or the intestines of the patient such that the 
semi-solid enteral nutrition product does not liquefy due to the body temperature of 
the patient, to thereby prevent the patient from experiencing gastro-esophageal reflux. 
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The PTO asserted that it would have been obvious for a skilled artisan to have 
arrived at the present invention in view of the applied references based on the 
following assertions as outlined on pages 3-4 of the Office Action: 

The Ying recipe allegedly teaches that rice pudding is "nutritional" and 

includes egg as a solidifying agent; 

The '639 patent allegedly teaches enteral emulsions that include agar as 
a thickening agent; 

The Kabushi reference allegedly teaches methods and apparatus for 
administering enteral nutrition products; and 

In view of these combined teachings, it would have been obvious to use 
agar, as in the '639 patent, to thicken the rice pudding dessert of Ying 
and to then administer the rice pudding enterally, rather than orally, 
using the device and method of Kabushiki. 

Applicant respectfully submits, however, that the PTO's assertions are incorrect 
for the reasons explained below. 

For example, Ying already teaches using eggs as a thickener in a rice pudding 
dessert, and there is no evidence that agar, as taught in the '639 patent, would provide 
better thickening behavior than that which is already accomplished in the Ying recipe 
by using a mixture including 3 eggs (in conjunction with the other ingredients). 

In addition, even if, arguendo, one of ordinary skill in the culinary arts did, for - 
some reason, choose to use agar in Ying's rice pudding, or even if they kept the eggs 
in Ying's rice pudding. Applicant respectfully submits that such a skilled culinary 
artisan aiming to modify a dessert recipe still would not have been motivated to then 
administer the otherwise tasty dessert enterally rather than orally, and completely 
bypass the aesthetic benefits (taste, texture) which are the essential characteristics and 
beneficial features of the dessert. Moreover, Applicant respectfully submits that one 
of ordinary skill in the medical nutrition arts would readily understand, from a medical 
standpoint, that while rice pudding may be a tasty dessert, the actual nutritional value 
of rice pudding would be evaluated independently of taste and consistency by a 
healthcare professional aiming to provide life sustaining nutrition to patients who 
cannot consume solid food in a normal manner. As such. Applicant respectfully 
submits that such a medical practitioner would determine that the "nutritional" value 
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of a dessert pudding like rice pudding is not necessarily desirable for providing proper 
nutrition and maintaining the health of a patient under any administration, much less 
enteral administration to a dysphagia patient. 

Furthermore, Applicant respectfully submits that none of the applied references 
are directed to providing an enteral nutrition product to a dysphagia patient 
specifically to prevent that dysphagia patient from experiencing and suffering from 
gastro-esophageal reflux, as claimed. Further still, Applicant respectfully submits that 
none of the applied references disclose or even remotely suggest that there is, or even 
could be any particular relationship between an enteral nutrition product having a self- 
sustaining consistency and the prevention of reduction of gastro-esophageal reflux. 
Indeed, such a relationship has remained unknown and unrecognized prior to the 
present invention. 

That is, in particular, Applicant respectfully submits that the applied references, 
in any combination, fail to establish the importance of, or even recognize, any specific 
ratio between the amount of eggs and milk that would be required, or would even 
sufficient, to provide and maintain the claimed self-supporting consistency under the 
claimed conditions (i.e., within the stomach or intestines of a patient irrespective of 
the body temperature). Indeed, Applicant respectfully submits that not only are such 
consistency features completely unrecognized, but one of ordinary skill in the art 
would find such features to be completely irrelevant considerations for making a rice 
pudding dessert, beyond providing an ordinarily known consistency, and perhaps even 
undesirable in view of promoting comfortable digestion of the ordinarily orally 
administered dessert. 

In addition to the above. Applicant respectfully submits that the claimed 
invention provides unexpected results, and unexpected benefits, in providing a semi- 
solid enteral nutrition product that effectively prevents the occurrence of gastro- y/ 
esophageal reflux in dysphagic patients. Attached hereto as Appendices A and B are 
copies of two Japanese medical treatises and corresponding English translations of the 
relevant portions thereof, which prove that the semi-solid enteral nutrition product and 
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administration device according to the present invention have been recognized among 
skilled artisans in the medical community to provide these unexpected and beneficial 
results which meet a long- felt, but heretofore unfulfilled, need with respect to 
providing sufficient nutrition for dysphagic patients without creating additional 
complications attributed to gastro-esophageal reflux. 

For at least the foregoing reasons, Applicant respectfully submits that all claims 
pending herein define patentable subject matter over the applied references, and 
respectfully requests that the above rejection be reconsidered and withdrawn. 

If the Examiner believes that contact with Applicant's attorney would be 
advantageous toward the disposition of this case, the Examiner is herein requested to 
call Applicant's attorney at the phone number noted below. 

The Commissioner is hereby authorized to charge any additional fees 
associated with this communication or credit any overpayment to Deposit Account No. 
50-1446. 

Respectfully submitted. 



May 11,2006 
Date 




Reg. No. 32,970 

Nicole J. Buckner 
Reg. No. 51,508 



SPB/NB/gmh 

Attachments: 

Appendix A - Japanese Medical Treatise 1 and English translation of relevant portion thereof 
Appendix B - Japanese Medical Treatise 2 and English translation of relevant portion thereof 

BURR & BROWN Customer No.: 025191 

P.O. Box 7068 Telephone: (315)233-8300 

Syracuse, NY 13261-7068 Facsimile: (315)233-8320 
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TRANSLATION OF TREATISE NO.l 



TITLE OF TREATISE: Separate volume of monthly magazine 
^'COMMUNITY CARE ^ " Vol. 5^ No. 10, written in Japanese, published 
October 2003 

TITLE OF ARTICLE: ^^IMPROVEMENT IN USERS' QOF OWING TO 
SEMI-SOLIDIFIED TRANSLUMINAL NUTRITION,'' pp. 53-55 of the 
separate volume 

AUTHOR: Ms. Kazue Fujita, a nurse 

TRANSLATIONS OF TWO EXCERPTS: 

Then, it was found that a method which had been introduced 
by Mr. Kanie, et al., in which transluminal nutrition, upon 
semi-solidified, was administered via tube was possibly 
effective, and this method was verified. This method offers 
not only an advantage that a resulting extension of a time during 
which the nutrition can be stayed within the stomach promotes 
recovery from diarrhea, but also an advantage that suppression 
in the reflux from the stomach to the esophagus prevents 
vomiting and aspiration pneumonitis. This method further 
offers an advantage that a resulting decrease in a time required 
for administration reduces care givers' responsibilities and 
relaxes the constraint on allowable movement of the patient 
during administration. 

The semi-solidification of transluminal nutrition 



enabled Mr. M to release from diarrhea, which had been the most 
painful to Mr. M, and to release from complications resulting 
from diarrhea, conducive to relaxation in care givers' 
responsibilities. We saw with our own eyes the changes in 
defecation resulting from the semi-solidification, and we were 
very surprised with the effects. 

Notes: In this tretise, ''Mr. Kanie" is the inventor of the 
claimed invention of the present application, and the 
''semi-solidification'' is a technique according to the claimed 
invention. 
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TRl^SLATION OF TREATISE NO. 2 



TITLE OF TREATISE: Monthly magazine ^^CLINICAL NUTRITION, Vol. 
106, No. 3, written in Japanese, published March 2005 

TITLE OF ARTICLE: "^POST-PEG NUTRITION MANAGEMENT," pp. 338-343 
of this magazine 

AUTHOR: Mr. Yasushi Miyazawa, a medical doctor 
TRANSLATION OF RELEVANT EXCERPT: 

GER PREVENTION EFFECTS DUE TO SEMI-SOLIDIFICATION OF 
ENTERAL NUTRITION PRODUCT 

A liquid, which has higher fluidity than a solid, presents 
a problem that passing through the cardina and the pylorus 
becomes easier. Easier passing of a nutrition product through 
the cardina causes Gastro Esophageal Reflux (hereinafter, 
referred to as GER) , arid, if the nutrition product passes 
through the pylorus in an increased amount, also possibly causes 
diarrhea. In addition, in the case of gastric fistula, a 
nutrition leakage in which a nutrition product leaks through 
the stoma is also possibly caused. A feeding tube intended for 
use in nasogastric tube feeding, which is smaller in diameter 
and larger in length than a feeding tube intended for use in 
PEG, is incapable of the injection of a material other than a 
liquid. In contrast, a feeding tube intended for use in PEG, 
which is larger in diameter and smaller in length than that for 
use in nasogastric tube feeding, is capable of the injection 
of a gelled enteral nutrition. Then, Mr. Kanie, et al. define 
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a "semi-solid enteral nutrition product" as a nutrition product 
which has been gelled so as to be so hard that "the nutrition 
product is self-sustaining against gravity," and: they have 
reported such a nutrition prodiact as a technique which is more 
physiological and less prone to cause complications than a 
liquid enteral nutrition product. Trials have been made for 
preventing GER, to solidify an enteral nutrition product within 
the stomach using pectin, and to decrease an administration rate 
using a pump. Transluminal nutrition feeding employing the 
semi-solid enteral nutrition product is a novel proposal of 
transluminal nutrition feeding allowing the injection of an 
enteral nutrition product in PEG (See Fig. 2). 
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